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DETAILED ACTION 

Claim Objections 

1 . Based upon the specification, the applicant apparently meant the first outer 
member is slideably disposed on the proximal end of the inner handle member, rather 
then on the distal end of the inner member as stated in claim 1 . For examination 
purposes, it is assumed first outer handle member is slideably disposed on the proximal 
end of the inner handle member. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2, 5-6, 8, 14 and 16 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 2, 5-6, 8, 14 and 16 recite the limitation "second outer handle member". 
There is insufficient antecedent basis for this limitation in the claims. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 1-6 and 8-12 are rejected under 35 U.S.C. 102(a) as being anticipated by 
U.S. Patent No. 6,579,279 to Rabiner et al. 
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In regards to claim 1, Rabiner et al. disclose a handle 20 for a medical device, 
comprising: an inner handle member 40 having proximal and distal ends; a first outer 
handle member 42 slideably disposed on the proximal end of the inner handle member; 
an elongate sheath 26 attached to the inner handle member and axially extending 
beyond the distal end, the sheath defining a sheath lumen; and a stylet 29 attached to 
the first outer handle member and disposed in the sheath lumen (see Figs. 1 and 2). 

In regards to claim 2, Rabiner et al. disclose a handle 20 for a medical device 
further comprising a connector 124 on the second outer handle member 22, the 
connector having adaptations to connect the handle to a medical device (see Fig. 2). 

In regards to claim 3, Rabiner et al. disclose a handle 20 for a medical device 
wherein the inner handle member define a handle lumen 52 (see Col. 4, Lines 55-58). 

In regards to claim 4, Rabiner et al. disclose a handle 20 for a medical device 
wherein the stylet is disposed in the handle lumen and extends into the sheath lumen 
(see Fig. 2). 

in regards to claims 5-6, Rabiner et al. disclose a handle 20 for a medical 
device further comprising a means 44 for fixing an axial position of the inner handle 
member relative to the second outer handle member, wherein the means for fixing 
comprises an engaging member 132 extending through a thickness of the second outer 
handle member (see Col. 6, Lines 13-24). 

In regards to claims 8-10, Rabiner et al. disclose a handle 20 for a medical 
device further comprising a stop 44 on the inner handle member the limits axial 
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movement of the inner handle member relative to the second outer handle meber, 
wherein the stop comprises a circumferential projection (see Figs. 1 and 2). 

In regards to claims 11-12, Rabiner et al. disclose a handle 20 for a medical 
device further comprising a first series of graduations 182 on the inner handle member, 
and wherein the graduations correspond to a predetermined length by which the stylet 
extends axially beyond the distal end of the sheath (see Col. 7, Lines 30-42). 
4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 22, 25 and 27-28 are rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent No. 6,283,951 to Flaherty et al. 

In regards to claims 22, 25 and 27-28, Flaherty et al. disclose a handle for a 
medical device comprising: an inner handle member; a first 68 and second 70 outer 
handle members slideably disposed on the inner handle member; an elongate sheath 
12 attached to the inner handle member and defining a sheath lumen; a stylet 14 
attached to the first outer handle member and disposed in the sheath lumen; and a 
series of graduations 60 disposed on the Inner handle member, each graduation of the 
series of graduation corresponding to a predetermined length by which the stylet 
extends beyond a distal end of the sheath (see Col. 10, Lines 23-44). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which fomns the basis for all 
obviousness rejections set forth In this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,579,279 to Rabiner et al. in view of U.S. Patent No. 6,524.259 to Baxter- 
Jones et al. 

In regards to clainn 7, Rabiner et al. disclose a handle 20 for a medical device 
comprising a means 44 for fixing an axial position of the inner handle member relative to 
the second outer handle member but is silent with respect to the engaging member 
comprising a thumbscrew. Baxter-Jones et al. teach of an analogous handle having a 
locking mechanism 124 including a locking knob 110 (see Col. 9, Line 49 - Col. 10, Line 
31 ). It would have been obvious to one skilled in the art at the time the invention was 
made to use a thumbscrew as a means for fixing the inner handle member in the 
apparatus of Rabiner et al. in order to secure an inner member with respect to an outer 
cover as taught by Baxter-Jones et al. and is well-known in the art. 

6. Claims 13-14 are is rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6.579,279 to Rabiner et al. in view of U.S. Patent No. 5,61 1 ,778 to 
Brinon. 

In regards to claims 13-14, Rabiner et al. disclose a handle 20 for a medical 
device further comprising a first series of graduations 182 on the inner handle member, 
and wherein the graduations correspond to a predetermined length by which the stylet 
extends axially beyond the distal end of the sheath but is silent with respect to a second 
series of graduations on the inner handle member which correspond to a predetermined 
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second length by which the sheath extends axially beyond a distal end of the second 
outer handle member. Brinon teaches of an analogous surgical instrument having a set 
of auxiliary axial marks 220 (see Col. 2, Lines 1-12 and Col. 3. Lines 35-53). It would 
have been obvious to one skilled in the art at the time the invention was made to include 
a second set of graduation on the inner handle member in the apparatus of Rabiner et 
al. in order to provide a second set of markings which will indicate the length the stylet 
extends from a distal end, as taught by Brinon. 

7. Claims 15-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6,579,279 to Rabiner et al. in view of U.S. Patent No. 6,283.951 to 
Flaherty et al. % 

In regards to claims 15-21 , Rabiner et al. disclose a handle 20 for a medical 
device, comprising: an inner handle member 40 having proximal and distal ends; a first 
outer handle member 42 slideably disposed on the proximal end of the inner handle 
member; an elongate sheath 26 attached to the inner handle member and axially 
extending beyond the distal end, the sheath defining a sheath lumen; and a stylet 29 
attached to the first outer handle member and disposed in the sheath lumen but is silent 
with respect to a slideable member 58 disposed on the inner handle member and 
adapted to be locked on the inner handle member. Flaherty et al. teach of an 
analogous device having a control and/or locking mechanism 58 is located on the 
handle 50 that includes a needle thumb slide 68 and an adjustable needle stop 70 that 
cooperatively slide along a graduated region 60 of the handle 50. The needle thumb 
slide 68 may be directed axially along the graduated region 60 to deploy the puncturing 
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element 14, as described more particularly below. The adjustable needle stop 70 is 
slidable on the handle 50 and is securable at a plurality of positions on the graduated 
region 60 of the handle 50. Thus, the adjustable needle stop 70 may be locked at a first 
position on the graduated region 60, loosened, directed axially to a second position on 
the graduated region 60, and locked at the second position to limit the movement of the 
needle thumb slide 68, and consequently the depth of penetration of the puncturing 
element 14 (see Col. 10, Lines 23-44). It would have been obvious to one skilled I the 
art a the time the invention was made to include a slidable locking mechanism in the 
apparatus of Rabiner et al. in order to variably limit the depth of penetration of the stylet 
as taught by Flaherty et al. 

8. Claims 23-24 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. Patent No. 6,283,951 to Flaherty et al. in view of U.S. Patent No. 5.61 1,778 to 
Brinon. 

In regards to claim 23-24 and 29, Flaherty et al. disclose a handle for a medical 
device comprising: an inner handle member; a first 68 and second 70 outer handle 
members slideably disposed on the inner handle member; an elongate sheath 12 
attached to the inner handle member and defining a sheath lumen; a stylet 14 attached 
to the first outer handle member and disposed In the sheath lumen; and a series of 
graduations 60 disposed on the inner handle member, each graduation of the series of 
graduation conresponding to a predetemnined length by which the stylet extends beyond 
a distal end of the sheath but is silent with respect to a second series of graduations on 
the inner handle member which correspond to a predetemiined second length by which 
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the sheath extends axially beyond a distal end of the second outer handle member. 
Brinon teaches of an analogous surgical instrument having a set of auxiliary axial marks 
220 (see Col. 2, Lines 1-12 and Col. 3, Lines 35-53). It would have been obvious to one 
skilled in the art at the time the invention was made to include a second set of 
graduation on the inner handle member in the apparatus of Flaherty et al. in order to 
provide a second set of markings which will indicate the length the stylet extends from a 
distal end, as taught by Brinon. 

9. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,283,951 to Flaherty et al. in view of U.S. Patent No. 6,579,279 to Rabiner 
et al. 

In regards to claim 26, Flaherty et al. disclose a handle for a medical device but 
is silent with respect to the medical device comprising an endoscope. Rabiner et al. 
teach of an analogous device wherein a medical device such as an endoscope may be 
received within the catheter for movement relative thereto (see Col. 2, Lines 39-44). It 
would have been obvious to one skilled in the art the time the invention was made to 
use an endoscope in the apparatus of Flaherty et al. in order to provide a tool for 
observation of an internal site as taught by Rabiner et al. and is well known in the art. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew J Kasztejna whose telephone number is (571) 
272-6086. The examiner can normally be reached on Mon-Fri, 8:30-6:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvoral< can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Infomiation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
MJK 



12/17/04 




